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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS. 

WHICHEVER IS LONGER. FROM THE MAILING DATE OF THIS COMMUNICATION. 
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earned patent term adjustment* See 37 CFR 1 .704(b). 

Status 

1)13 Responsive to communication(s) filed on 13 November 2006 . 
2a)n This action is FINAL. 2b)IEI This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed In accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
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4) KI Claim(s) 1-11 and 24 is/are pending in the application. 
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5) 0 Claim(s) is/are allowed. 

6) S Claim(s) 1-11 and 24 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 
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11 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
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application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 

Receipt is acl<nowledged of the Applicants' Notice of Appeal filed on 1/16/2007 
and After Final Amended Claims filed on 1 1/13/2007. Prosecution for this case is being 
reopened. Claims 1-11 and 24 are pending. 

As a result of Applicants' amended claims and arguments, the 35 (JSC §102 US 
4,839,177 rejections are hereby withdrawn. 

NEW REJECTIONS: 
The following is a list of new rejections: 

Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or 
in public use or on sale in this country, more than one year prior to the date of application for 
patent in the United States. 

Claims 1-11 and 24 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Patel et al US 2003/0215496 A1 . 
Patel et al teach the limitations of claims 1-7 and 24: 
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• Patel et al teaches a composition comprising muscle skeletal relaxants and 
cyclobenzaprine, salts, isomers and derivatives and mixtures thereof ([0036] and 
claim 24). 

• Patel et al teaches compositions that can be provided in the form of a 
minicapsule, a capsule, tablet,.. ..a pellet, a bead, etc [0168]. Examples 1-5 
teaches how to prepare active ingredient coated beads. 

• Pharmaceutical composition and/or the solid carrier particles taught by Patel et al 
can be coated with one or more enteric coatings, seal coatings, film coatings, 
barrier coatings, etc., and that the dosage form can be designed for immediate 
release, pulsatile release, controlled release, extended release, delayed release, 
targeted release, synchronized release, or targeted delayed release [0169, col. 
1]. Patel et al also teaches that the dosage form release profile can be affected 
by a polymeric matrix composition, a coated matrix composition, a 
multiparticulate composition, a coated multiparticulate composition, etc [0169, 
col. 2]. 

• The extended release coatings of Patel et al are preferably pH-independent 
coatings formed of, for example, ethyl cellulose [0172] and delayed release 
enteric coatings are acrylic polymers methacrylic acid copolymers, ammonio 
methacrylate copolymers, the Eudragit series E, L, S, RL, RS, NE and L-30D, 
and ethyl cellulose ([0184-0185], Example 8). 

Patel et al teach the limitations of claims 8-9: 
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• Patel et al teaches that the coating can and usually does contain a plasticizer 
such as: triethyl citrate triacetin, acetyl triethyl citrate, polyethylene glycol 400, 
diethyl phthalate, tributyl citrate, acetylated monoglycerides, glycerol, fatty acid 
esters, propylene glycol and dibutyl phthalate [0189]. 

Patel et al teaches the limitations of claim 10-11: 

• Patel et al teaches that various extended release dosage forms can be readily 
designed by one skilled in the art to achieve delivery to both the small and large 
intestines, to only the small intestine or to only the large intestine, depending on 
the choice of coating materials and/or coating thickness [0172]. 

• Extended release coatings of Patel et al also teach water soluble polymers such 
as hydroxypropyl cellulose, methylcellulose, hydroxymethyl cellulose, acrylic 
esters, etc. [0172]. 

Patel et al anticipates claims 1-1 1 and 24 of the instant application. 

Claims 1-4, 6-1 1 and 24 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Meadows et al US 2003/009971 1 Al . 
Meadows et al teaches the limitations of claim 1-4, 6-7 and 24: 

• Meadows et al teaches that the composition of their invention can be coated with 
a water-permeable diffusion barrier coating that is insoluble in gastrointestinal 
fluids thereby providing a controllable sustained release of drug and/or an enteric 
coating to formulate tailored release profiles [0001 , 0009-0010, 0023]. Meadows 
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et al teaches that the invention provides therapeutic levels of the drug throughout 
the day and a controlled release drug preparation delivers drugs in a manner that 
will maintain therapeutically effective plasma levels over a period of time that is 
significantly longer than that which Is given by a typical drug dosage form [0002]. 

• Meadows et al teaches that cyclobenzaprine is a suitable drug for their 
composition ([0029], col. 2 and claim 13). 

• Meadows et al teaches coating with a diffusion barrier, preferably ethyl cellulose, 
such as Aquacoat or Surelease [0040, 0042-0043] and/or enteric coatings to 
allow the active ingredients to be released once the dosage has passed into the 
small intestinal tract [0046]. The enteric coating include copolymers of 
methacrylic acid and methyl methacrylate or ethyl acrylate, terpolymers of 
methacrylic acid, methacrylate, and ethyl acrylate [0047]. 

• Meadows et al teach that it is possible to tailor the drug release properties of the 
phamiaceutical preparation to provide a desired bioavailability profile, such as 
enteric coated free drug adsorbed on an inert substrate [0062-0067]. Meadows 
et al found that the enteric coated particles provide release in vivo of at least one 
drug over a period of about 4 hours, preferably over a period of 12 hours and 
more preferably the fonnulations of the present invention release in vivo at least 
one drug over a period of 24 hours [0070]. 

Meadows et al teaches the limitations of claim 8-9: 

• Plasticizers are generally used for coating containing film-formers such as ethyl 
cellulose [0040]. Examples of suitable plasticizers for ethyl cellulose are dibutyl 
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sebacate, diethyl phthalate, triethyl citrate, tributyl citrate, triacetin, acetylated 
monoglycerides, phthalate esters, castor oil, etc. [0041]. 
Meadows et al teaches the limitations of claim 10-11: 

• The optimum coat weight and thickness for barrier coating materials is taught by 
Meadows et al to be detemnined specifically for each drug-resin complex. For 
drug release from about 1-4 hours the coat weight is present in amount of about 
10-20% by weight of the dry resin. For drug release from about 6-10 hours the 
coat weight is present in amount of about 30-35% by weight of the dry resin. Etc. 
Meadows et al teaches that the water-permeable, film-forming polymer 
comprises from about 1 to about 60% by weight of the drug-resin complex. For 
the enteric coating taught by Meadows et al it may be desirable to provide the 
coating directly onto the drug-resin complex or on a drug adsorbed on an inert 
substrate such as sugar spheres in the amounts of about 1.5- about 30%, 
preferably about 5- about 15% by weight of the particle being coated. 

• Water-soluble substances are taught by Meadows et al as desirable to 
incorporate into the coating in order to alter permeability [0041]. Such 
substances are HPMC, HEC, methylcellulose or other cellulose polymers or 
mixtures of polymers [0040]. 

Meadows et al anticipates claims 1-4, 6-1 1 and 24 of the instant application. 
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Correspondence 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bethany P. Barham whose telephone number is 571- 

272- 6175. The examiner can nomrially be reached on Monday - Friday from 8:30am to 
5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward, can be reached on 571-272-8373. The fax phone 
number for the organization where this application or proceeding Is assigned is 571- 

273- 8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system; Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

B.P. Barham 

Examiner-1615 )l Jil>k/0 
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SUPERVISORY PATENT EXAMINER 
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